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ABSTRACT
This working paper of the Asscciat ).on cf American

,Medical Colleges addresses four issues: the propriety cf conducting
'industry - sponsored research in schools of medicine; necessary't
institutional safeguards; indiwidial'responsibilities of acadelic-
Scientists; and the iiplesatation and monitoring of the
recommendations made herein. The paper was developed after-
cOnsultation with other professional associations, and was submitted
to-the lionise Subcommittee on Health and tbe,Enwircnsent. (MSE)
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.o ,0.4ne. In late 1977, Representative Paul G. Rogers asked Dr.

I

John A. D. Cooper of the Association of American Medical

Colleges for hi personal comments and thoughts on a series'

of questions about indlisry-sponsored research in.medical

schools. Dr. Cooper felt that the RAMC should respond as

an organization to the questions asked by Mr. RociPis.

preparing its response the AAMC surveyed schoolsof 7edicine

and acadenic.societies asking them to review their existina

policies and tq submit their views on the questions Dosed

dealing with the issues of propriety, insetional safe-

guards, and individual reponsibilities. Since'indus*ry-

sponsored research and consultation to industry are often

linked, as was the case in t4-47;ubelic hearing on pesticides

cited by Mr. Rogers, both ac'tnities are addressed this

response.

Propriety

Is.it proper for pulZ:c or pubZic:? funded univPrsitiPs, hea:th
professions' schoo1,8 and research centers to conduct rp&parm;-,

funded by private, profit-making manufacturers who have a direct econo-ic
interest in the research outcome?

Analysis

In general, universitils may appropriately and take
ti

re4sarch sponsored by 'industry provided that such activ!_ties

further the essential purpose of the university which is to
St.

preserve, and enlarge man's store- of knowledge and to impart.,

1 -



it to ,sudents. Indeed, collaborative research involving

private industry and.univerbities provides a portion of the

broad scientific information.4bafie that often serves the

Public interest as well as.theOrivate interest of the spon-

coring industry. Most medical schools are-guided by admin-

istrative policies which recognize the ethical and legal

responsibilities to be observed in the approval of research

proposals and are caref'ul"to distinguish between routine

testing of commercial products and research projects that

-further the essential purpose of the university. It should

be noted, however,
.

that schools-of mediCine generally'do not

view classified research, whether sponsbred by government or
7

industry, as being compatible withthe essential purpose of

.
the university in that free discussion and open publication

may be prohibited.

Tha research competence found in schools of medicine is

a unique national resource for which no alternative exists

and' which has a responsibility to.serve society as a whole.

Workers, public interest groups, Federal, state and local

government, and the general public are often indirect bene-

ficiaries of collaborative research between medical schools

and industry. Further, a national research enterprise with
4

a broad base of support from all sectors--voluntary health

organizations,.private foundations, Federal agencies and

/

prVaterindustry--may provide the most reliable guarantee to
/

the nation that the research required by different segments
d
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of society is impartial and oblective. Attainment of these

ideals, however, Will usually depend on effective institutional

'safeguards, and. this is true even if the-school accepts no.

industry-sponsored .researc..

Recommendation

It is appropriate for universitieskal-t professions'

schools and research centers to corduct industry-sponsored

research, provided that such research serves .4-hP"r,uhl'c interest
1

and is corpatible with the coals, ob4e.ctives rAditirn.
.

of the institutions.

Institutio,nal Safeguards

What aafeguar.di institute:2 asE-:ere

discl-oafare of research fini'ings sA-ri:Lbe

effects at hea::;-.? What are the e:;:::a:

research scientists and hcl.; 8afes74kardE .4"

Analysis

. Universities and schools of riedi-ine have 04-Ah'iQh0,4

systems of institutional safecuards which ccr.tribute -0 sci-

entific excellence, protect huran sus.040c4-s and 7004- other
I

administratite requlrements 9:- the university. '-rTEIQe-ra*-1._

policies aenerally insure the richt of the invev-ictor to

publish research findings thetscientific literature but

have not addressed a n4ber of other potential problems linked

to research sponsored by parties havIng a direct interest in

health and safety regulation.

During the past few years, 6ajor changes have ccc:rred in
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legislation and regulations designe to protect public health

and to minimize safety hazards. University research; lihelher

sponsored by government or industry, plays an important role

in these regulatory decision4s which affect the health, the

qUality of life and the economy, of ,the. nation. Several

'aspects of recent T atory devgqopments %Mich seer highly

relevant)inCllde: reporting requirements and their effect
A

on publication; patents and proprietary rights; and previ-

ously unpublished research data.

Reporting Requirements. In the DBCP hearings was alleged

that all research reports showing adverse effects were not .

included in a manufacturer's submission to a' regulatory

agency. Results of the research conducted in an acadecic

institution were reported in the open scientific 114-era4re

several years after the study was completed. This delay in

reporting and publication would 4 less likely .4-c, occur in

the future. Under regulations awaiting final prorulgas-ion,

new eNoldence of significant health hazards -o

a chemical covered by the Toxic Substances Control -Act rust

be reported to the EnvisonmentaA. erctestion Acency not 'aver'

than fifteen working days after the in!!(_:st-,y becomes aware

of the new evidence. Further, industry will have 6; days

after final rule making to report any existing but previously

unreported evidence which indicates an 'Inrecognized health

hazard.

Existing or proposed Federal regulations published by

o
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agencies dealing with'consumer products, drugs, pesticides
) .

and toxic substances clearly plade.on the sponsoding industry

the primary responsibility for,expeditious disclosure tS the

appropriate regulatory agency of research findings indicating

a previously unrecognized health or. safety risk./4, The right
_qb

of,individuals to report health and safety risks is also*
alb

recognized and protected by these aaencie: Priblers cOmld

arise if a cottaanyfailed to.meet its responsibilties or if

disagreement arose between an investigator and the sponsorirc7
_ .

company on the presence or the significance of a health or

safety risk. t

The proposed reaulations will create at least ne new

problem for the scientific comruni.ty. Under thee, it is

almost inevitable that reporting bo Federal agencies will

precede publication in the open scientific 14erature by at

least several months because of the irreducible time periOd

required by journals for review and publication. Since

scientific journals are sometimes reluctant to publish

research findings previ6sly announced by2the government and

reported in the press, some. accommodation should be negoti-

ated to assure that prompt reporting to Federal agencies does

not inadverteritly jeopar6ize, the invaluable process of peer
`

/1 Consumer Piroduct Safety Commission (16CFR 1115,1116)
SUbstantial ProductEazards, Proposed Reporting Requirements
for Manufacturers, Importer's, Distributors, -and Retailers of
Products; Envir nmental Protection Agency (40CFR Part 162)
Pesticides Frog s Guidelines for Registering Pesticidet in
the United State Enviro ental Protection Agency, Toxic Sub-
stances Control A t Notifi ation Of Substantial Risk Under
Section 8(e) stint ent of nterpretalion and enforcement policy.

- 5 6
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review associated with wientific ublication in refereed
6 .

journal's.

Patents and Proprietary Rights. *Governmentd industry are

currently in the process of working out\procedures that will

protect the proprietary rights of industry while meeting the
, \,

timely reporting requirements of health and safety regula-
.

i\
.

.

\

tory agencies. With timely reporting to regulatory agencies

1
Assured, the policies of some univerditieA permit agreements

that allow a delay in open publication ofIreSearch results

for a short period while .Patent applidations are being filed

Nby
industry. Suchdelays should be left to the discretion' ',,

. amd judgment of the investigator and the university. They
/

should not be automatically viewed 'as the withholding of

information.'

Previously Unpublished Data. The lack of an easily accessible,
-

comprehensive corpus of infomation about health and safety

hazards of chemicals is'alongstanding problem which has

more important with the passage o5 the Toxic Substance

Control Act. Old unpublished research on any part4eular

chemical entity is likely to have been fragmented and to have
,

involved a number of different investigators, located in More

than one institution and sponsored by more than'one company

or by both government and industry. Some of these studies
\

involved ,quick evaluations abruptly terminated when compounds

proved tOo toxic for.further development. ?deny others yielded

irgegative results that were deemed of little interest tp sci-

become

7
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entifia journals. Collecting, abstractking, collating, evalu-
.

'sting and reporting this scattered- information is clearly a

'huge task that coula not.be undertAken by any individual

investigator or university. Academic investigators could

however cooperate with inddstrial pr governmental efforts to

gather all available information -of this character on impor-

tant substances and to establish an information system for

Currently unpublished research data. A careful
Is
tudy of the

potelial casts as well_as the possible benefits of developing

such a system should be undertaken before any decision to

proceed is made.'

Recommendations 4-
4!a

The administration and faculty ofeach school of
.5-.

,medicine should Nexamine their policies and procedures fOr

review, approval and monitoring of research sponsored by
A

industry. Where these are not documented, formal and offica

statements should:be developed and published for thp qukance

of faculty members?

2. Research agreements with industry should incorporate

these administrative principles:

An'industry sponsor should provide available informs-
*

dtior, on the composition, structure, properties,

toxicity and potential safety hazards of the substance

, to be investigated.

An industry sponsor should agree to comply with the

reporting requirements of governmenta' agencies and

7
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:and to take other steps which may' be necessary to
r

.

protect the health of workers and the general 'public.

Responsibility for notification and counseling of

those whose health.mighttbe adversely affected should

be explicitly assumed by the industry sponsor. s- r

An indpstry sponsor should endorse the right of the

academic investigator to publish research findings

in the scientific literature.

Payments to faculty members for research should be

made exclusiv4y through the administrative mechanisms

established by the school.

3. Two specific actions.migt<strengthen theointerrial

university system for monitoring research and further assure

expeditious sclostre of research findings indicating pre-

viously unsuspected health risks.

The sponsor should be required to return to the inves-

tigator a certified copy of the investigator's research

report to the company. This certification should

reaffirm that the "sponsor will comply with reporting,

notification,and counseling requirements of the-original

research agreement.

Investigatprs should consult with their department,

'their institutional review boardand, if necessary,

appropriate specialty groups If the sponsor is

known or.suspectedof not-complying`with repOrting,

notification and counseling requirementL If those

9

f
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consulted-agree* that the spongor has mot lived up to

his agreement, appropriate governmental agencies should

be notified.

. Federal information systems developed in implementing

the Toxic SUbstance Control Act or the National Library of

Medicine toxicology informgtion system sholild routinely

include an adequate description of university research' projects

sponsored by industry.

Individual Responsibilities

What are the ethical responeilitiee of acadenic researchet's?

Analysis

All academic invetIgators have an ethical responsibility

to contribute new informationto mankind's 4ommon storehouse of

knowledge. In the realm of new information about health hazards,

this responsibility falls perhapa more'heavily on physicians,

because' hey are more like.ly.to be involved with research

involving hulan subjects end bensause their medical education

and clinical experience may provide them better insight into

potential health risks. The responsibility of research Scientists,

'including phxsipians, should be discharged through the formal

' process established .by society to protect and enhance.pubiic

health. Academic scientists cannot'and should not be expected

to assume the.ethical responsibilities of industry, government

vorkers-and public interest' groups, all of whom have legal and
. (

ethical responsibilities of their own. The system will work-well

only to the extent .tbat each,segment meets its responsibilities.

The professional integrity of faculties'of the medical schools
. .

"910
al



is probably. the strghgest ethical force in the systet

Policies wliich.deal in a general way with Outside
. .

consultations and with conflicts Of.interest'hav been

Adopted by many universities. HoWever, little specific

attention'has been-focused on the somewhat special problem

of-consultation to industry and apparent conflicts of interest

t}iat may arise in such situations with respect to regulatory

matterwinvolving.hezlth and safety. If awscientist'employed

by government, industry, a union or a public interest croup

offers anopihion in a-regulatory matter,,that.individual's

"interest" status is clear. Op the otter hand, academic

consultants may participate in such matters without it being

apparent to. all parties concerned that the academician has "

recei'ved or is receiving support or consultation -income .from a

party to a dispute. Any real or apparent lack of openness on

the part of the individual consultant could at the least be

misleading' and might at Idorse.reflect aAersely on the individual
S

and the university. Responsible companies,, unions and agencies

should 'not' object to academic .consultants revealing their

relationship. Acadenlic consultants to indugtry should completeZy

.disclose such relationships in regulatory or'legislative hearings..

-,The hearing authority' deserves to know of any potential basis

for bias or Conflict of interest in, a scientist's testimony and

should under no eircumStances be led to believe thA a witness'

3

-is an academidian completely uninvolved withthe issues in question

or the -parties affected, by the hearings.

Academic consultants perform z wide variety of services

- 10
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for industries affected by health and safety regulation;

several of these merit` individual comment.

A consultant may be .a participant in a dispek8ed

research project contributing special skills as,'for

example', a pathologist or a bioStatistician,

set,ving as one of a group of collaborative investigators.

i
In this 'relationship' the.consultaht hag an' ethical

and professional respOhsibilitY to understand the

latgerproject to remind therinclpal investigator

of collect ±e institutional responsibilities.,

Consultants to industry may also be asked to, plan

.-

,,--- research programs,'reView research proposals and

, .

v
., 4-- comment on gdiintific studies, These are straigtlt-

torward activities which should present no problem

unless the academic researcher fails to disclose, such

relationshipsapropriately in public forums.

COnsultants often undertake clAlical evaluations for

purposes of worker compensation, according to agreed

upon procedures established ty .the individual states

-that protect the rights of all, concerned parties.

. Cpnsultapts may beesked to help identify potential

haota4'ds or appraise thelisignifidance. In this case.
. .

-"the' industry has the re0o4ibl.lity of notifying and

1
. c4unseling its workers_ about any potential hazards.

If .a significaht new health risk attributable to

/ Chemical exposures is encountered, the legal
4

responsibility df industry to report to government
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es

isclear% The consultant And the Oracticin)g physician

mig t encounter problems'in.two similar' situations.

4 Th fist would occur if the relationship between

exposureand disease is not clearlycausar, and there

0.- 1

was a legitiMate difference of

What should the consultant do

there i no problem and the consyItan

ional opinion.
,

.industry believes

s convinced

thitt there may be a sigrafi pt health risk? The

second is one in whichth elationphi )betitieen",

4 exposure and diaqase is well established but, since

the hazard 'is not new, reporting to a governments

agency may not be r4uired. Concerns about compensation.

(19

I

or liability litigation may make,the comp _reluctant

to confront the problem and take Akessary remedial

measures. What is the ethical responsibility of the

consultant in

the states or

this caa? .pith few exceptioilsi neither

the Federal Government have established
4

effective. systems for reporting cases of- recogiized

occupational or environmental diseAes.

Academic consultants occasionally relate to intermediary

_organizations that_iM turn contract with'industry,-labor or

goveinment.. In such cases the full disclosure requirement would

not be met unless-the consultant were to identify not only the

intermediary' firm but also the group contracting Nrith that. firm.-

Recommendations .

1.The administration and faculty of each school of
,

.'medicine should.re-examine their policies and procedures ,fcr

consultancies-relating to health and safety regulations.'

- 12
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2. Consultancy agreements should be augmented whe?e.

necessary to incorporate these ethi'cal and administrative

principles:
s

An industry eking.conSultation..should agree to

comply with thy reporting require%nts of governmental

Agbncies and too take other steps which may be

necessary to -protect the health of workers and the

general public. '

If an interne ary consulting firm is involved.that_

'firm should require that an i ustrYeeking

consultation comply witIkthe reporting requirements

/

of governtental agencies.

The consultant should take additional steps if he or she

wIrposcts that an industry or company is not appropriately

responding to governmental reporting requirerfents ?Dr

refuses to inform and counsel persons exposed to a

significant health risk. In such cases consultants.

s 'hould confer with their department, their institutional

review board and, if necessary,appropriate specialty

groUps. If there-is agreement that significant health

risk is beintj'hidden, appropriate governmental

Agencies should be motiepd.

'Payments to faculty members for consultation should

be made through administrative mechanisms established

by the school.

3. The Pilblic Health Service, working with the Association

oeState and Territorial Health Officers and appropriate

specialty societies such as the American Occupational .Medical

4. V - 13
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Association, should develop. model legislation on the reporting

74:1,
of cases of environmental and occupational-disdases-which have,

alyeady been described in-the scientific literature. T to

4. Academic scientists should fully disclose their

participatipn in indUsiry-sponsored research projecis.and

their sources of consultant income when involved in any

phase of the,regulatory process. An acceptable mechaniAm would

*
be for individuals to list such activities on their curriculum

vitae. The informition included should'identify the specific

company or industry requesting consultant services not just

list an intermediary.consUltinq firm.

Imp lementation and Monitoring

What if any, ethical or Zegal dpdes should be established arKi' how
might thtse be implementea and monitored to assure e:Teditious disalosure
of research findings iii fatting indangerment to public health?

Analysis

The basic and best safeguard for assuring expeditious

disclosure of significant. jisks to the health or workers or the

public is the personal and'dcientific integrity of the nation's

.health profeSsionals.- MAny scientific disagreements abcut
6

health risks are to be expected and the expression of informed

scientific opinions should be encouraged. Academic scientists

should be mode involved in,thiS process through Working with '

411,

industry, labor, public interest groups and governilent. Broader
. .

,

participation in the scientific aspects of. regulatory policy

been ,inh4bited to some extent 'by attacks on the personal
4

integrity of participating scientists. Heated criticism during

- 14 -
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Rublits,policy debates is-inevitable ane academic scientists

should be careful to se"loarate Personal Values from objective

scientific findings.

The administrative pripciples already articulatedoprovide

sound guidance'for academic invest ators and consultants,: The

collective wisdom and integrity of academic scientists will

assist individual investigators or consultants who encounter

problems or disagreements involving reporting to governmental

agencies, itious disclosure to workers or the general

public, and publication in the open scientific literature.. These

ditagreements will at times involve.legitimate differences of (

scientific opizlion about complex .technical issues. -A sound

administrative approach and collective scientific judgment is

likely to be more useful and more effective than formal

legal or ethical codes.

Recommendations

1., Me&cal schools and academic research societies should

consider icliptifying panels' of academic scientists willing to
-\\

serve as consultantt for all'societal groups interested in

health and safety regulation. Foundation, support, governmental

supPort, or joint labor-management support could help establish

such panels.

2. The Executive Council of the_Association f AmericAr

Medical` Colleges recommends that this report be,40ilized as a

discussion document for consideration by4he faculties of
,

constituent medical schools. Implementation and monitoring of
P.

NM.

- 15 -
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an effective systeha of safeguaids for expeditious disclosure

should to the responsibility 'of each educational institution.

3. The AAMC would be pleased to review periodically

,the subject of industry sponsored research anq consultation

and to' repgrt to the Congress.=

- 16 -
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